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: ; June , 1880.

Auadit & validation of the Study: "Teratogenic

Study on Phaltan".

— Yo

IBT No.: WCRF~139 (this number was found con
raw data; the final report
has no repor:t rumker).

Dated February 15, 196%.

Common nante: Folpet.

Trade name: Phaltan.
Petiticner: Chevreon Chemical Co.

Crtho Division.
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The raw cata available on micrcfizhe were
verified and compared with the rezults given
in the final report. These raw data, with
nd discrepancies,
lv the results
n th.s context

few incorssquential errors a
were fournd to suppcrt khasica
given in the final report.

therefcre the present study
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"Teratogenic Study on Phaltan” ()O] 481

AUDIT:
1. Report No.: IBT No.: WCRF-139. (This number was
found on raw data; the final repcrt
has no number. This number could be
also J-139, according to sgne raw data).
Dated February 15, 1966.
2, Date of Study: Proposed starting date: July 12, 1965
(0 Day).
Proposed termination date: Aug. 9, 1965
(28th day of pre
3. Sponsor: Chevron Chemical Company

Orctho Divisicn.

Hand written protocol for the combined
~*ucy on Phaltan, Captan and Difclatan
using single dose of 75 mg/kg and Thalidec.
(75 mg/kg) as positive control in addict

to control group, is available on microf:

'..l
.

4. Protocol

to
It basically ocutlined the procedure givern
in the final report

5. Test material: Yo information is available on microfiche
regarding the test material.

€, Animal suitability: Dutch-Belted rabbits were apparently usec..-
Their reating records, maternal boly weigl:
at 0§ Day are avallable agn raw data.
- ) i .. 3 3 3 :
7. Raw data: mancwritten recor CS, suff._cient to compars
with the results given in the f£inal repor:
VALIDATION OF EVALUATION:
1. Dates: Dates varied from group %o group as follcw
Zroup 0 Day Euthanasia (28th Day)
Contrel 7-.0-31955 8-7-156%
‘ralifomide T—LlE-1543 8-13-1965
Zrhaltan T-12-19%3 2-8-136%
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2. Protocol: "pPropocsed” Protoccl was

apparently follcwed.

3. Test material: No information available cn micrcfiche.
4, Personnel: Report prepared by: Margaret Ives, Ph.D.

Chief Toxicologist.

Report approved by: J. C. Calandra, Ph.D.,
Director.

Handwritten reports are initialled (illegi
and many are signed by Al "Wahli®

BYXECUTION OF THE STUDY:
The irnformation available on micrcfiche
consists of a copy of each of the followir
final reports, having the same I2T7 reporc
number: WCRF-139 -~ (i) "Teratogenic Study
on Difolatan” (Dated Dec. 6, 19€63; using
Dutch Relted rabbits; (ii) "Teratcgenic
Study on Captan" (Dated Feb. 14, 1366;
using Dutch Belted rabbits), (iii) "Teratc
study on Phaltan" (Dated Tab, 15, 1566; w
Dutch Belted rabbi=s), “Ezbbit Reprecductis
Stucy - Phaitan" (Dated Aug. 20, 1865; us:
Dutch Zelted rabbits), "Pabbit Reproducti
Study-Capran™ (Dated Aug. 25, 18637 using
Dutch Re.ted rabbi-s), "Rzbbit Penrcductis
Study - Difsliatan” (Dated aug. 25, 1965; «
Dutch Belt=d rakbiss). Microfilche contal:
’ alsc zerme corresscendence, financial statsr
nancéwritten prctocol anc raw data Ifor
chic! resroducticn study on captan (IET
NG -1233", ané handwritten zrotocol
and + “aza for cocncurrent tera:zcgenic
studies on Captan, [clpet and Captofocl.
z recorés covering nody weichts
I of zhe final repcri) progeny data
77} and chservaticn cf v ile young
inge £ Tanle IIT; veriiic
car s in
cro ta bz
< 1o
sar=
1/‘




CYEFALL

COMMENTS:

The ‘annotations on gcome indivicdual
pa-hology records (e.g. does ncs. 45,
47, 48) states: "extreme sepsis”,
"very moderate sepsis”, "no 3sepsis”.
Zvidence for the presence or aksence of
"sepsis" 1s not provided, since neither
Datholoqical nor microbiological
icns or testg were apparently mac
in f::m the usce cf the term "sepsis'
as sean on raw daza, cone is inevitably
inclined to guestion the professicnal corn
perence of the person performing the
autopsies. '

The raw data availiable con micrcofiche ere
verified end ccmpared with the *esul £s gl
in the firal repcrt. These raw cata, wit
inconsequential errors and discrerzancics
were ZounC to support basically the

given 1n the final regort. In this
thirefore the present study is valid

“hen the scientific value of thes presen

study is considerad, iis

strorglv cuesticneble. This is part
trize when =he present standards oI

ané experimental design are tarsn into

account.




